
Consumer Care Division 

May IO, 2005 

Office of Special Nutritionals 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740-3835 

Dear Sir or Madam: 

Bayer Consumer Care Division submits the information in this notification 
pursuant to Section 403(r)(6) of the Food, Drug and Cosmetic Act as notice of 
marketing structure/function claims on the product label of One-A-Day* 
Cholesterol Plusll” Dietary Supplement. 

SUBJECT OF THE 

support Cholesterol -and Blood Pressure 
* Only complete multivitam~fl with Poticosanol to 

help maintain heglthy chcrlesterol lwels.** 
. Folic Acid and Calcium ta su~p~~.h~a~thy 

blood pressure.st 
C, and Vitamin E 

* Helps Maintain Healthy Cholesterol & Blood 

pressure levels already 

Bayer HealthCare LLC 
Consumer Care Division 
36 Columbia Road 
P.O. Box 1910 
Morristown, NJ 07962-I 910 

Phone: (973) 408-8046 
Fax: (973) 2644875 



. CHOLESTEROL &- BLCiOD PRES$URE*: 
Policosanol, Folic Add, ,Caiciurn 

0 HEART HEALTH: Bfi, B12, Folic Acid, Vitamin 

Calcium, Magnesium, Zinc 
0 IMMUNITY: Beta Carotene, Vitamin C, Vitamin 

blood pressure levels.* Keeprng cholesterol and 
blood pressure levels within a normal range helps 
control two”of the key,risk facturs for heart disease. 
That’s why One-A-Day @,geveloped new 
Cholesterol Plus n\n, a complete multivitamin plus 
heart,-health suppotii,rxg nu#rienfs, including 
Policosanol, to help mairitain hea~hy ‘obolest~rol 
and blood pressure levels tilready within the normal 

erol Pius TM can help 

*These statements hqve not been evaltiated by the Food an@ Drjug 
Administration. This{ product is not intertded to diagnose, treat, &we, or 
prevent any disease.’ 

In accordance with 21 CFR 101.93, the information contained in this notification is 
complete and accurate. Bayer Consumer Care Division has substantiation on file that 
the statements are truthfil and not misleading. Thi$ notification is c&nprised of an 
original and two (2) copied. 

Should you have any questions or need any additional inforgati~on, please contact the 
undersigned at 973-408-8046 or Catherine Fish at 973-2!54-4793. 

Sincerely, 

William R. Walsh 
Senior Associate Director, Regulatory Affairs 
BAYER HEALTHCARE 
CONSUMER CARE DlVl!%lON 


